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Th MAILING DATE of this communication appears on the cover sheet with the correspondence address ■ 



one 



MONTH(S) FROM 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE . 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) K Responsive to communicatton(s) filed on Oct 3. 2001 



2a) □ This action is FINAL. 



2b) S This action is non-final. 



3) □ Since this application is in condition for allowance except for formal nnatters, prosecution as to the nnerits is 
closed in accordance with the practice under Ex parte Qu^^35 CD. 11; 453 O.G. 213. 



Disposition of Claims 

4)B Clajm(s) 1-10 and 24-36 



is/are pending in the applica 



4a) Of the above, cialm(s) 

5) 0 Clalm(s) 

6) n Claim(s)_ 

?)□ Claim(s) 



Is/are withdrawn from considers 

is/are allowed. 

is/are rejected. 

is/are objected to. 



8)K Claims 1-10 and 24-36 



are subject to restriction and/or election requirem 



Application Papers 

9) □ The specification is objected to by the Examiner. 

10)D The drawjng(s) filed on 



is/are objected to by the Examiner. 
is: aP approved b)ndisapproved. 



11) 0 The proposed drawing correction filed on 

12) □ The oath or declaration Is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
a)n All b) □ Some* c) [INone of: 
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application from the International Bureau (PCT Rule 17.2(a)). 
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14)0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
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Pursuant to the directives of paper No. paper No. 17 (filed 10/3/01), claims 24-36 have 
been added. Claims 1-10 and 24-36 are pending. 

A restriction is imposed; first however, the following subgenera are defined: 
Gl: within this subgenus, both of the following conditions are met: 

(a) the assay system requires the presence of both an alpha-9 integrin and an alpha'9 
integrin ligand; and 

(b) the "activity" referred to in claim 24 is that of the propensity of the recited 
compounds to compete with an alpha'9 integrin ligand for binding to the alpha-9 
integrin 

G2: at least one of the following conditions is met: 

(a) the assay system does not require the presence of an alpha-9 integrin 

(b) the assay system does not require the presence of an alpha-9 integrin ligand 

(c) the "activity" referred to in claim 24 can be anything that can be measured in a 
biological assay, as long as it does not require binding to an alpha-9 integrin. 

G3: the compound that is administered to the subject (claim 3 1) is limited to those recited 
in claims 34-36. 

G4: the compound used in the method of claim 31 can be whatever is permitted by the 
claims, provided that G3 is excluded. 
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Restriction to one of the following inventions is required under 35 U.S.C. §121: 
L Claims 1-10, drawn to compositions which contain alpha-9 integrin antagonists. 

2. Claims 24-27, 29, 30, drawn to a method of conducting an assay which is limited to Gl, 
and which measures binding between alpha-9 integrin and a cognate ligand. 

3. Claims 24-27, 29, 30, drawn to a method of conducting an assay which is limited to G2, 
and which measures binding between alpha-9 integrin and a cognate ligand. 

4. Claim 28, drawn to a method of measuring competition between VCAM-1 and a test 
compound for binding to an alpha-4/beta-l integrin. 

5. Claims 3 1-36, drawn to a method of treating an inflammatory condition, limited to 03. 

6. Claims 31-36, drawn to a method of treating an inflammatory condition, limited to G4. 

The claimed inventions are distinct. 

Group I is drawn to compounds, whereas Groups 2-4 are drawn to an assay method, and 
Groups 5-6 are drawn to a method of treating an inflammatory condition. 

In the event that applicants elect Group I, claims 24-36 will be withdrawn from 
consideration, and a new restriction will be imposed. That restriction is likely to be similar 
to, or identical to that previously imposed in this application. 

Claims 24-27, 29, 30 have been bisected into two groups. Claim 24 is subject to more 
than one interpretation. Claim 24 recites the following (line 3): 

"an assay system which measures an amount of alpha-9 integrin binding to an alpha-9 



Serial No. 09/127,364 -4- 
Art Unit 1653 

integrin ligand" 

This could be interpreted to mean that any assay system is encompassed, even if there is no 
"amount" of binding, i.e., all that is required is an intent to determine whether there is an 
"amount" at all. For example, a practioner could rub two sticks together, and then state 
that the result of that experiment is that, as a consequence of rubbing the two sticks 
together, no binding between an alpha-9 integrin and a cognate ligand occurred. Thus, 
subgenus Gl has been created which requires that in the assay system, both the alpha-9 
integrin and an alpha-9 integrin ligand must be present. Another issue raised by claim 24 
is that of the "activity" which is exhibited by each of the nine compounds listed. Is the 
activity that of binding to the morphine receptor? Is the activity that of inducing a cell 
which bears a glucagon receptor to produce cyclic AMP? Is the activity that of lowering 
blood pressure? There are no limits set in claim 24. Accordingly, Gl also requires that 
the activity in question is directly and indisputably connected with alpha-9 integrin binding. 

Applicants may, of course, elect Group 3, but if that decision is made, at least one 
additional restriction is likely. Accordingly, in the event that applicants elect Group 3, it is 
suggested that claim 24 be amended to make it clear what is required by the assay. 

Claim 28 is also subject to interpretation. Claim 28 is not properly subgeneric to any of 
the preceding claims. For example, the term "inhibition of binding of alpha-4/beta-l" lacks 
antecedent basis. Moreover, none of claims 24-27 requires that one ever have possession 
of an alpha-4/beta-l integrin. At the present time, claim 28 is regarded as distinct from 
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any of claims 24-27; however, applicants may amend claim 28 to make it clear that it is 
necessarily subgeneric to claim 24. If that is done, the restriction may be revised in 
applicants' favor. 

Applicant is advised that for the response to this requirement to be complete, an election of the invention to be examined must be 
indicated, even if the requirement is traversed (37 C.F.R. 1.143). 

Applicant is reminded that upon cancellation of claims to a non-elected invention, the inventorship must be amended in compliance with 
37 CFR 1 .48(b) if one or more of the currently named inventors is no longer an inventor of at least one claim remaining in the application. 
Any amendment of inventorship must be accompanied by a diligently filed petition under 37 CFR 1 .48(b) and by the fee required under 
37 CFR 1.17(h). 

In addition to the foregoing, applicants are required under 35 U.S.C. §121 to elect 
disclosed species for prosecution on the merits to which the claims shall be restricted if no 
generic claim is finally held to be allowable. 

• In the event that applicants elect Group 3, the species to be elected are: 

(a) a specific integrin, (b) a specific "cognate ligand" of that integrin, and (c) a 
specific "activity" of the nine compounds listed in claim 24. 

• In the event that applicants elect either of Groups 5 or 6, the species to be elected are: 

(a) a specific alpha-9 antagonist compound that is administered to the subject, and 

(b) a specific "inflammatory condition". 
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Applicant is advised that a response to this requirement must include an identification of the species that is elected consonant with this 
requirement, and a listing of all claims readable thereon, including any claims subsequently added. An argument that a generic claim is 
allowable or that all claims are generic is considered nonresponsive unless accompanied by an election. 

Upon allowance of a generic claim, applicant will be entitled to consideration of claims to additional species which are witten in 
dependent form or otherwise include all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP 809.02(a). 

Should applicant traverse on the ground that the species are not patentable distinct, applicant should submit evidence or identify such 
evidence now of record showing the species to be obvious variants or clearly admit on the record that this is the case. In either instance, 
if the examiner finds one of the inventions unpatentable over the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. §103 of the other invention. 



As noted previously, this application is, at least potentially, an "aggregation vehicle" for 
other applications. In the event that applicants elect Group 1, it is suggested, but not yet 
required, that applicants indicate which of the applications that have been cited in the instant 
application they would like to have examined (e.g., S.N. 08/904,424). 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to David Lukton. Phone: (703) 308-3213. 

An inquiry of a general nature or relating to the status of this application should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 
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